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DETAILED ACTION 
Response to Arguments 

The indicated allowability of claims 1 and 3-23 is withdrawn in view of the newly 
discovered reference(s) to Heintzeman (US 6375395). Rejections based on the newly 
cited reference(s) follow. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 9-10 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. Claim 9 recites the limitation "the insertion device" in 
line 1. There is insufficient antecedent basis for this limitation in the claim. It is noted 
that claim 1 recites "an insertion device trajectory system for use with an insertion 
device," and thus does not positively claim the insertion device. Claim 10 is further 
rejected as being dependent from rejected claim 9. 

Claims 18-21 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. Claim 18 recites the limitation "the insertion device" 
in line 6. There is insufficient antecedent basis for this limitation in the claim. Claims 
19-21 are further rejected as being dependent from rejected claim 18. 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this 
title before the invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AIPA (pre-AlPA 35 U.S.C. 102(e)). 

Claims 1,4, 6-9, 11, 12, 13, 15, 16, 22,24-26, 29 and 30 are rejected under 35 
U.S.C. 102(e) as being anticipated by Heintzeman (US 6375395). 

Regarding Claim 1, Heintzeman teaches an insertion device trajectory system 
capable of use with an insertion device of treating a patient, comprising: 
An energy source (112) for producing an energy path (113) in a direction away from the 
patient (Column 1, proximate lines 29-34); an indication surface for indicating a 
trajectory of the energy path, thereby indicating any trajectory correction required for the 
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insertion device (Column 1 , proximate lines 29-34); and a mechanism (101) by which 
the energy source can be attached to the insertion device. 

Regarding Claim 3, Heintzeman teaches the insertion device trajectory system of 
claim 1, further comprising: A reflecting element configured to reflect the energy path 
towards the indication surface (it is noted that a laser energy source inherently 
comprises reflecting elements) 

Regarding Claim 4, Heintzeman teaches the insertion device trajectory system of 
claim 1 , wherein the energy source comprises a light source (112). 

Regarding Claim 6, Heintzeman teaches the insertion device trajectory system of 
claim 4 wherein the energy path (113) comprises a directed light, and wherein the 
attachment mechanism is adapted to direct the light towards a reflecting element (it is 
noted that a laser energy source inherently comprises reflecting elements) 

Regarding Claim 7, Heintzeman teaches the insertion device trajectory system of 
claim 6 wherein the indication surface is positioned so that the light directed towards the 
reflecting element is visibly identifiable on the indication surface (Column 1, proximate 
lines 29-34) 

Regarding Claim 8, Heintzeman teaches the insertion device trajectory system of 
claim 1, wherein the energy source is permanently secured to the insertion device by 
the attachment mechanism (it is noted that so long as a user doesn't remove the 
attachment mechanism from the device, the energy source is permanently secured to 
the insertion device). 
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Regarding Claim 9, Heintzeman teaches the insertion device trajectory system of 
claim 1, wherein the insertion device comprises a workpiece attached to a distal end of 
the insertion device, and wherein the attachment mechanism is configured so that the 
energy path from the energy source is coaxial with the workpiece (Column 3, proximate 
lines 15-22) 

Regarding Claim 11, Heintzeman teaches the insertion device trajectory system 
of claim 1 , further comprising: a visual indicator for indicating a trajectory for indicating a 
trajectory of the energy path (Column 1, proximate lines 29-34). 

Regarding Claim 12, Heintzeman teaches the insertion device trajectory system 
of claim 6, wherein the reflective element comprises a reflective radiolucent material 
material (it is noted that the reflective element of a laser is inherently radiolucent). 

Regarding Claim 13, Heintzeman teaches an insertion device trajectory system 
capable of use with an insertion device of treating a patient, comprising: 
An energy source (112) located on the instrument, wherein the energy source produces 
an energy path (113) in a direction away from the patient (Column 1 , proximate lines 29- 
34); a reflecting element for reflecting the energy path (it is noted that a laser energy 
source inherently comprises reflecting elements for reflecting the energy source), a 
surface for indicating the proximity of the reflected energy path to the energy source to 
indicate any alignment correction required for the instrument patient (Column 1, 
proximate lines 29-34). 

Regarding Claim 14, Heintzeman teaches an insertion device trajectory system 
of claim 13, wherein the surface is capable of being located adjacent the energy source, 
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it is noted that since the surface is movable, it is capable of being placed adjacent the 
energy source. 

Regarding Claim 15, Heintzeman teaches an insertion device trajectory system 
of claim 13, wherein the reflecting element comprise a reflective radiolucent material (it 
is noted that the reflective element of a laser is inherently radiolucent). 

Regarding Claim 16, Heintzeman teaches the insertion device trajectory system 
of claim 13, wherein the energy source comprises a light source (112). 

Regarding Claim 22, Heintzeman teaches an insertion device trajectory system 
capable of use with an insertion device of treating a patient, comprising: 
An instrument (100) having a working end and an opposite proximal end; an energy 
source (112) adapted to selectively engage a portion of the instrument and for 
producing an energy path (113) in a direction away from the working end (Column 1, 
proximate lines 29-34); a surface for indicating the trajectory of the energy path, the 
trajectory of the energy path correlating to a trajectory of the instrument (Column 1, 
proximate lines 29-34); and a reflecting element configured to reflect the energy path 
towards the surface (it is noted that a laser energy source inherently comprises 
reflecting elements for reflecting the energy source). 

Regarding Claim 24, Heintzeman teaches the system of claim 22, wherein the 
working end includes a cutting portion (it is noted that a drill bit is a cutting portion) 

Regarding Claim 25, Heintzeman teaches the system of claim 22, further 
including a longitudinal axis (L) extending at least partially between the working end and 
the proximal end. 
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Regarding Claim 26, Heintzeman teaches the system of claim 25, wherein the 
energy sources is adapted to produce an energy path substantially parallel to the 
longitudinal axis (fig. 1) 

Regarding Claim 29, Heintzeman teaches the system of claim 22, wherein the 
energy source (112) is a light source. 

Regarding Claim 30, Heintzeman teaches the system of claim 29, wherein the 
energy source is adapted to selectively engage the proximal end of the instrument (fig. 
6). 

Claim Rejections - 35 (JSC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. . Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 10 and 17 are rejected under 35 U.S.C. 103(a) as being unpatentable 

over Heintzeman in view of Pirtle (US 3628523). Heintzeman discloses all limitations of 
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dependent claims 1 , 9 and 13 as disclosed above but does not disclose that the work 
piece be a percutaneous needle. Heintzeman does however disclose that the guiding 
device is detachably mountable in a variety of ways on any suitable instruments. Pirtle 
discloses a percutaneous needle (Column 1, proximate lines 55-65). It would have 
been obvious to one of ordinary skill in the art at the time the invention was made to 
modify Heintzeman with a percutaneous needle as taught by Pirtle in order to fulfill the 
devices capability of use on any tool. 

Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Heintzeman in view of Karram et al. (US 6428180). Heintzeman teaches all limitations 
of preceding dependent claim 1 , but fails to teach wherein the energy source comprises 
a LED. Karram teaches a device for producing a directed energy source, wherein the 
energy source comprises a LED because it provides advantages such as small size, 
high efficiency, and low operating temperature and heat release. It would have been 
obvious to one of ordinary skill in the art at the time the invention was made to modify 
the device Heintzeman with an LED as taught by Karram in order to provide an energy 
source with a small size, high efficiency, and low operating temperature and heat 
release. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Natalie Pous whose telephone number is (571) 272- 
6140. The examiner can normally be reached on Monday-Friday 8:00am-5:30pm, off 
every 2nd Friday. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on (571) 272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should , 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 

» 

USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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3/27/07 




